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€ AU & DECEMBRE 2017
zn]y MNovotel Paris Tour Eiffel

ff‘ﬂll:! Passion Communication Educalion

Affiliation/Financial List of companies
Relationship

{:\.
> ErantfResear:hﬁpnrt Boeringher, Abbott, Medtronic, Edwards, Neochord
&

> Consulting E&%s{ﬂnnuraria Edwards, Saint Jude Medical, Medtronic, Servier,

éec\'*’é : Novartis .f@p-
> Majugﬁtn:k | #Pé
Shaighnlderqumw &qaﬂ

&
@Qﬂnyalw Income Landanger, Delacroix-Chevalier ﬁ@{\
P
) &
> Ownership/Founder ; ﬂ?_e;@

> Intellectual Property Rights Landanger, Delacroix- Ch%ﬁéher

&
&pv
> Other Financial Benefit Sorin, Astra Ze necqﬂ‘j}
@&%
q,';:'{l‘ P,
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2009 : 1°" patient

2013 : CE mark

2014 : 100 Pts

2015 : 300 Pts

2017 : > 750 Pts

&N

n'_ Comparny c%ﬁ.- Submission
idea Generated i i e e ; nd of to FDA
e - Zoenmart ¥ i | | French PHRC
I é&-&ﬂt Pires Mitrachord
First animal Animal studies and commercial

CEpEriment

Instrumaent developrment §ahe

2002 2003 2012 2013 2014 2015 2016
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Post-implantation control
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Neochord

Conclusion

OBADIA lean-Francois

92 patieits Dr Andrea COLLI — Padua

Age (years) 65 (57-75)

Male " 68 (73.9%)

Eurus::_::.rr;—ll (%) 1,17 (0,7-1,9)

Pfr:*:—;viﬁus CardiacSurgery 3 (3,3%) @@ﬁs '

NYHA | 10 (10,9%) OoF

NYHA II 42 (45,7%) &

NYHA Il 39 (42,3% 6@5"
NYHA IV 1(1,1

MR grade g

Absent/trace c‘ﬁ (0%)

Mild & 0(0%)

Moderate E}ﬁdﬁ 0 (0%)

Severe ﬂ@@* 92 (100%)
R,

GRCI — Paris 6-8 December 2017 Downlood this presentation on « chircardio-lyon.org »



Baseline Ch:aracteristics Median (-1l Quartile ) or N (%)

Anatomic MV type

J

32 (34,8%)
60 (65,2%)

Left ventriular ejection fraction (%) 62 [SEL 67)
<3¢

I‘ P‘ (8

7:-55 22 (23,9%) @ﬁ’ '
> 55 70 (76,1%) &
\@

Left ventricular end diastolic volume (ml/m?2)
- <70
- 70-100

> 100

Pulmonary artery hypertension (mmHg) & 315 (26,8-40)

<25 ,ﬁP 21 (22,8%)
26-35 & 34 (36.9%)
36-—45 g 14 (15,2%)

> 45 _ 19 (20.7%)
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INTRO |[amsits AP - —
Operative Cnaracteristics| Median (I-11 Quartile) or N (%)

Neochordae i i}lace (n) 4(3-4)
3(3,2%)
26 (28,3%)

13 14,1%]££ |

4 (4,3%)p°
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Median (I-11l Quartile) or N (%)

Me:hani-_::él ventilation time (hours) 2 (0-3)
0 {OR extubation) 24 (23.4%)
<3 52 (57,1%)

4-6 7(7,7%) @ﬁ“’ '

48"
1(1,1%)

91 (98,9%)
1 (1,9%)
0 (0.0%)
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¥
‘ discharge 1 month {?ﬁ moanths 1 year 2 years

Pts at risk 90 24 73 59 28

16

OBADIA lean-Francois GRCI — Paris 6-8 December 2017 Downlood this presentation on « chircardio-lyon.org »



P "
i | ‘ﬁiﬁ. _
" - - -
U i i e ¥ (10 & 30t g
04

* Eccentric regurgitant

jet repuagitant jet
* Central P2 prolapse, | = “xtension of missul 03
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> 1.25 predictive of success
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What argﬁt‘ii:é forces ? Which Tension is most suitable ?

ﬂ.s:\.

o

OBADIA lean-Francois GRCI — Paris 6-8 December 2017 Downlood this presentation on « chircardio-lyon.org »



e

OBADIA lean-Francois GRCI — Paris 6-8 December 2017 Downlood this presentation on « chircardio-lyon.org »



INTF o
2= @‘b
&
El"-':l
P
Manugf’Assessment Assessed Control
Q
&

Sensor1  Sensor 2 _ 1 Sensor1 Sensor?2  Sensor 3

OBADIA lean-Francois GRCI — Paris 6-8 December 2017 Downlood this presentation on « chircardio-lyon.org »



‘H'I;H'i"

[ -.- ‘." | > ﬂ :
—— o -r | iy ] - "Il!I l-' - r #ﬁ? T S_—
b e =0 (. - I.‘.'.‘T‘*E“*‘ u—\--;- S e ey

LT

5
)
<=

! 5 Mitrachord Criteria:
% I ' € p I ace — Any Symptomatic

%p r Neochord ? - P2orA2Prolapse

— LVEF=30%
&
- S’gf‘
j 3

';‘_-=_r" e + ﬂﬁ-
b@aﬁ PML + AML 1,25 predictive of MRs1+ at 1y FU &
&

i
%%67

OBADIA lean-Francois GRCI — Paris 6-8 December 2017 Downlood this presentation on « chircardio-lyon.org »



I"TED Migsnge gle e il L '@‘j i W1 .
&
@'E.-
&
& INDIRECTE Annuloplasty
q
4]
MONARC Two-anchor design EVOLUTION
(Edwards with chronic trial
Lifesciences reshaping (6weeks) (72 pts
LLC) by aforeshortening = 82% sfcess)
&

bridge 55;‘5*" |
CARILLON Acute reshaping ‘%ﬁAI}IEUS trial |
(Cardiac device actingin ‘fi 13 pts |
Dimensions P2P3, repusitiunagoj ;| 58 % success )
Inc) retrievable 3§

&
© -

PTMA Tri-lumen catheter, PTOLEMY
(Viacor Inc) reshapahte, (31 pts

possibjfity of 29 % success )

muLﬁ‘f:le long term |

a\dﬁlstment

ag

&
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vﬁltech Cardio — CARDIOBAND

O First in man in 2013
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Cardm@and European Study
Eaﬁy Outcomes (N=30)

Courtesy of Francesco MAISANO

'-'.'I'
MNeochord o&
Procedure
@‘L
. [rﬂﬁants successfully deployed on annulus (30/30) 4@
ﬂﬁverage reduction of septolateral diameter Zﬂ%ﬁ"g
Indirect &Sﬁ P
: : &
W Effectiveness 6&%“'
&
* MR £ 2+ in 1 month follow up (N=27) ﬁg“ 289%
* MR < 2+ in 6 month follow up (N=16) ,ﬁ@ 88%
@
Direct &
Rings Safety ﬁ‘ﬁ
* Procedural mortality ﬁ@dﬂ'd’a 0/30
N
* 30 days Mortality (according to VARC) ﬂﬂi‘i’ 2/30

c}-.
MNo Device Related Major Adverse Events aa’g'djudicated by independent committee

]
A
& 27
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INTRO |inasiakas

Prospective randomized Study

MNeochord
g S v e D~ -a@'
o
- -1 aéﬂ:«.

Indirect o 3

Rings K Edwards Cardioband System ACTIVE Pivotal Clinical Trial &

PROTOCOL NUMBER: 2017-05 Rev D 6@,‘5@'
Title Annular ReduCtion for Transcatheter Trea 1nt of Insufficient Mitral
ValvE (ACTIVE): A prospective multicentgs, randomized, controlled

Direct pivotal trial to assess transcatheter erE'?al valve repair with Edwards

e Cardioband System and guidelineﬁected medical therapy (GDMT)
—— compared to GDMT alone in pﬁ?xﬁnts with functional mitral regurgitation

oy ¥ (FMR) and heart failure. [Pgﬂ-ﬁ)ﬂﬂl Number: 2017-05).

d &

. Short Title Edwards Earﬁiuband(ﬁi:em ACTIVE Pivotal Clinical Trial
P O

- M,

D 29
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L
AMEND™ Size Selection Based on Patient's Morphology 6@,5@{?
Patient's Patient's 5190
Commissure to Commissure Anterior-posterior éﬁQMEND ™ Model
(mm) (mm) J**
29-36 AND 3136 o TAP34
33-40 AND 34-4%@’;’; TAP37
38-46 AND 3§£ TAP40
A
c}1

GRCI — Paris

,-EJ

6-8 December 2017
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Table 3: AMEND™ Annulogﬁst}f Ring size (model) selection
A
Fa
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ﬁ ing as a docking zone

Combﬁe AMEND ™ percutaneous annuloplasty
rlng«étfvlth proprietary D-Shape Corona ™ Valve

AMEND emulates the current “Gold

Standard” for surgical mitral repair <P
» Closed o Corona
¢ I » D-shape frame
D-sh_a p-ed ﬂﬂﬁ’ o 4 |eaflet
*  Semirigid o »  21Fr delivery

= Septal lateral reduction
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